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Dockets Management Branch (HFA-305)

Division of Management Systems and Policy

Office of Human Resources and Management Services

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD 20852

Re: Docket No. 02D-0039

Dear Sir or Madam:

The following comments pertain to the guidance document, Premarket Notification [510(k)] Submissions for Medical Sterilization Packaging Systems in Health Care Facilities; Draft Guidance for Industry, as referenced in the Federal Register Notice dated March 7, 2002.

1. 
The definitions found in the FDA Draft Guidance Document: Premarket Notification [510(k)] Submissions for Medical Sterilization Packaging Systems in Health Care Facilities; Draft Guidance for Industry and FDA are incorrect and contradict those found in 21 CFR §880.6850.
The definitions for Sterilization Cassettes, Sterilization Medical Packaging Systems and Trays have no consensus definitions by the FDA’s own admission. 

The definitions for Sterilization Cassettes on page 3 states “To maintain sterility, they are enclosed in a sterilization wrap”.  This definition contradicts the definition for Sterilization Wrap under 21 CFR §880.6850.  

The definition for the Product Code KCT as defined in the Draft Guidance Document “pack, container, cassettes and components”, does not match the definition for the Product Code KCT as found on the FDA website “Pack, Sterilization Wrapper, Bag And Accessories”. (page 8)

The FDA’s letter dated February 18, 1998 and included as Appendix A, states that a sterilization cassette is intended to allow sterilization of the enclose medical device and also to maintain sterility of enclose device until used.  This definition for sterilization cassette contradicts the definition for a sterilization cassette found in the Draft Guidance Document.  In the Draft Guidance Document, a sterilization Cassette requires wrap to maintain sterility.

The definition under 21 CFR §880.6850 states “A sterilization wrap (pack, sterilization wrapper, bag, or accessories, is a device intended to be used to enclose another medical device that is to be sterilized by a health care provider.  It is intended to allow sterilization of the enclosed medical device and also to maintain sterility of the enclosed device until used.”  

The contradiction in the definitions is that according to the definition in 21 CFR §880.6850 the sterilization wrap (pack, sterilization wrapper, bag, or accessories) allows sterilization of the enclosed medical device and also to maintain sterility of the enclosed device until used.  The FDA’s definition in the Draft Guidance Document states a Sterilization Cassette requires wrap to maintain sterility.  By the FDA’s definition, a Sterilization Cassette cannot maintain sterility without wrap.  Therefore, it cannot be considered an accessory to Sterilization Wrap under 21 CFR §880.6850. 

Conclusion: The definitions found in 21 CFR §880.6850 are the appropriate ones and should be utilized. Therefore, cases and trays that require sterilization wrap to maintain sterility should remain Class I devices and do not fall within the purview of this guidance document.  

2. 
Guidance documents are not the proper tool to change classification and exemption decisions.  In the guidance document it states “You should provide validation data for the accessories and the instruments that are to be used with the sterilization packaging systems”.  Instruments of the type to be contained in and used with instrument cases and the instrument cases themselves have been subject to due process of the classification and exemption regulations.  Absent good, scientifically based, public health issues these classification and exemption decisions should stand.  If public health issues arise proper regulatory process should be employed to re-visit those decisions.  Conclusion: Orthopedic Manual Surgical Instruments are Class I devices and are currently regulated under 21 CFR §880.4540 and should remain as such. (page 12)
3.
Adequate controls already exist to assure the safe use of instrument trays to hold instruments during in hospital sterilization when used with sterile wrap.  Current industry practice is to provide recommended guidelines for sterilization of instruments and instrument cases.  The guidelines are generated through controlled and documented sterilization development/qualification protocols.  All the testing suggested in this document will not provide any greater level of sterility assurance because performance of individual sterilization units, wrapping methods, load configurations etc. will vary.  Conclusion: The institution carrying out the sterilization process must retain the ultimate responsibility to provide a reasonable level of sterility assurance.  (Section III)

4.
This guidance document does not provide for the evolving nature of these products.  New wraps, sterilization units, etc. frequently enter the market.  The hospital chooses which of these products to use and in which limitless combinations.  It is ultimately the hospital which has the knowledge of its own use of these products.  Conclusion: The hospital must retain the ultimate responsibility to provide a reasonable level of sterility assurance.  (Section III)

5.
The physical test methods contained in the requirements of this guidance document are largely based in hospital standards and should remain as such.  In reality control of the use of these products ultimately rests with the hospital.  Conclusion: The hospital must retain the ultimate responsibility to provide a reasonable level of sterility assurance.  (Section III) 

6.
Biocompatibility of instrument cases is not an issue and biocompatibility testing of these products should not be required.  The materials used to fabricate instrument cases have a long and successful history of use.  Search of databases revealed few if any biocompatibility issues relating to resterilized instruments or to the cases containing the instruments.    Conclusion: Biocompatibility testing of instrument cases fabricated from existing materials should not be required. (page 20)
7.
Instrument cases are not accessories to sterilization wrap and should not be treated as such. This document suggests that anything placed within a sterilization wrap becomes a class II accessory to the wrap and therefore subject to this guidance document.  If carried to the extreme, a hand held instrument such as a hammer could be considered an accessory to the wrap and therefore a Class II device under the FDA’s proposed definition.  Instrument cases are no more accessories than the instruments they contain.  See comment #2 above.  Conclusion: Instrument cases should remain Class I devices exempt from 510(k) premarket notification.  

Sincerely,

Howmedica Osteonics Corp.

Susan Krasny, Ph.D.

Director, Regulatory Affairs and Clinical Research

